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iylwJl University of Pittsburgh
~1~111’”.-. . .-.“’. Medical Center

-

200 Lothrop Skeet ,

Pittsburgh. PA 15213.2582

M~MOIVNDUM

TO: ~S~ MS, Administrative Vice Chairman
Health Sciences
Institutional Review Board

FROM: ~P-, MD
Department of Surgery
c/o Clinical Trials Program, Department of Anesthesiology/CCM

DATE: May 8, 1998

RR IRB #971 174: Phase 2b Sde~ and Efficacy Study of HU23F2G in Subjects
with Hemorrhagic Shock (AHS02, 10/10/97; Amendment 1, 10/17/97;
Amendment 2, 11/25/97; Amendment 3, 2/3/98; Amendment 4, 3/1 1/98)

The attached advertisement appeared in the following newspapers on April 23, 1998:
Pittsburgh Post-Gazette, Tribune-Review, New Castle News, Clarion Newsj Erie Daily

Times, The Vindicator. During the period following ad placement, we have received no
questions or comments about the study. We have now completed all planned activities for
community consultation and public disclosure related to this study, as approved by the
IRB. Please provide a letter stating the following:

“The Community Consultation and Public Disclosure process required for approval has
been completed to the satisfaction of the IRB, and patient enrollment may begin under
waiver of consent as of [specify date] .“

The study sponsor requests that the letter include a brief summary of the activities camied
out for Community Consultation and Public Disclosure and have a copy of the approved
ad attached.

In addition, enclosed please find the Legal Representative Consent Form with waiver of
consent language restored at the top of page 2, per our memo to the IRB dated March 12,
1998.

.

If you require any further information, please let me know. ‘y .

Enclosures
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!I.allll$a University of ~imsburghw,, ‘“~llf’..,,.,,$...’ fN1edical Center

200 Lothrop SIreel

Pittsburgh, PA 15213-2582

MEMORAMXJkI

To:

From:

Date:

Re:

~P~
ICOS Corporation

~Pzm
Principal Investigator

June 5, 1998

Phase 2b Safety and Efficacy Study of HU23F2G in Subjects with Hemomhagic Shock

(AHS02)

Summarized below are the activities undertaken to meet the requirements of 21 CFR 50.24 as to

--- consultation and notification of the community for the above-referenced study.

1. Communi@ consultation. The UPMC IR13identified the City of Pittsburgh Commission
on Human Relations as the designated channel for community consultation. At the
Commission’s regular meeting of March 2, 1998, the principal investigator presented a
slide presentation and summary of the study and addressed the Commissioners’ questions
and concerns. A lay summary of the study has been sent to ail Commissioners’ prior to
the meeting. Representative II/B members also attended this session.

7-. Commzmi~ notification. After clearance from the UPMC News Bureau and the I.RB, a
press reieue was submitted to the Pittsburgh Post Gazette, the Pittsburgh Tribune
Review, the New Castle News, the Clarion News, the Erie Daily Times, and The
Vindicator (Youngstown, OH), as well as to television and radio stations in these
communities. The communities were identified by the UPMC Trauma Center outreach
coordinator to provide coverage of the Trauma Center catchment area. In addition, a paid
advertisement (attached) was printed in the newspapers Iisted above on April 23, 1998. A
telephone number and address for the Principal Investigator and the D/B were included in
the advertisement to allow interested persons to communicate their comments. A
summary of responses was submitted to the IR.B.
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Addendurrr

Ttw process of apptying for. waiver of informed consent for this dirrkal sturfy by providing public

–-% dkfasure, oommun”~ condtation and comment is as follows_a

TtIEt Infornmd Consent for kgef representatives was revised to add a dedirw to participate statement
for this clinical study; the ctange was approved by the IRELiaison.

Or. F- Or. ~and rk. W- rm”~d the current survey Ienguago and :;ubmitted changes,

to reflea the Memphisarea to Or.~ (IR8 Liaison). Changeswere Wso incorporated from Or.
~ who approved tile document as the IRE Liaison: the revised surwy W5 then sent to the
Spmsor for review. Betvmn March 7 and March26, 1998, 508 responderlts wart) interviewed over the
phone by research assktan.ts of Hebert Research. Residents of Tennessee., divkkl by Memphis and

other, Mamas, end Mksisxippi were selected at random using stratifed pr!>babiltty sampling
methacfs. Zipcodes in Terwessee,~, and Mississippiwith the greatlwt number of patients
acknitted to the TraumaCenter were included in the sample, proportional tcl the nwnber of pa!ients in
each zipcode. The purpcrsy of ths survey was to provide unbaised community input to the Primary
lrrvestigafar for use in gainil lg approval for the implementation of a waiver cl?informed consent in
aclrninisleringa newly detmoped drug to trauma patients in a cfinicaiproto::d. The resufts of this
imenfiew, and the verbatim comments of d the respondents are attached. INearfy two-thirds of the
Ms:oancfentsindkatad they’ would want the drug administered without writhm conwmt. under the
condition that they would tt.ivea 25 to !50percent chance of dying with stzwdard Irealment. and that

acfministralion of the drug night imptuve their chance of wvival, but may increasotheir risk of
mcterlal irrfeaton.

Thi:3clinical protocol was pi”esented to the Metropolitan Inter-i%h Associatlm. Aduisofy
C2mncilFletired Senior Volunteer Program an 4/20/98, whiih is a city-wide IWmrse group, independent
oi the Universityof Tennesseeand the Tmn-naCenter. This group was very receptive to receiving this

–—. dmg under the waiver of irrbnned consent.

Pressreleaseswereappro$ed by rhe IFIB Liaison, followed by $pansar revnw on 4/24!38; currently,
the Flesearch Office at the !kgianaf Medii Center is rev&ving these thrw documents prior to
rdmse. The University of - .ennessee RefadonsOfficer (~ is asmalng the lnvest@ator with

\ wxopriate media contacts

C3n427/s8, a presentadan was made to the Shelby Ccrunty Cornmss. “on, c Imrmiltee *: Frospitals

end Health. This Cummitteadid not abject to enroillng patientsunder waiwr of irlfomed cansent On
4/26@ a priti imw.~ is :“xh~u~ * tie ~g~ * newpaper. On !~~, a ~.m irrtervkw is
sc!wxfu[ad: MS particular hfxdth shaw prwk!es a cd-in segment.

In aech presetion and in(er%lew,the public 1sencouraged to cantaa the IREvdth kwitlen
axwssent of the acceptahiiii of conducing the protocol with a waker of IconseM
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